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Dear- Dr. Armustrorwa:

We have reviewed your Section SI1 0(k) pr erl kt nlotificaltionl of illtenit to mar ket thle device
referenced above and have deterinend thle device is suibstanially eqtri Valnt (For the indications
For1 Use stated in the CaI osure) to legally marketed predicate devices marketed in interstate
com merce prior to May 28, 1 976, the enactment date oF the NMed ical De vice A mendments, or to
devices that have, been reclIassiftied in accordance withl the 1)10v isiens oftile Federal Food, Drug.l
and Cosmetic Act (Act) that dto not req u ir'e approval of a prermlrket alprioval aplica1tiorn (PIMA).
YOU mlay. there lor-e, market the device, subject to the genecra! centreols provisio ns of the Act. The
generial controls provisions of tile Act HieLideC requiremnlts for1 annual rcoistration. lisriri" OF
devices, good r11llUft~Urri ng practice, labeling, anld prohlibitions atairlst misbrarlding anld
adulterationl.

If your1 device is classified (see above) into class 11 (Special Controls), it may be subject to suchI
adiditi onal controls. Existing major reuLlations affecting VOUrr devrce carl be found inI Ti tic 21,
Code of' Federal Regulations (CER), Parts 800 to 895. IrI addition. FDA may p~blish l Firther
arnnourcements corncernirng your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence deterintation does not mean
that FDA has made a determination that your device complies wit the11r requai rements of tile Act
or any, Federal staultes and regu1.lations adinristered by other Federal agencies. YOU mnust
comply witih all the Act's requI~iremerlts. illChI di1g. but r10t limited to: registration and l istinrg (21
CFR Part 807); labeling (21i CF-R Parts 80! arnd 809); medical device reporting (reportirlg of
med icalI device-related adverse events) (2 1 CFR 803); and goodI mlanU facturilg( p~ractice
retrirements as set forth in the quality sysemns (QS) regulation (2 1 CFR Part 820). T[his letter
will allow you to begin marketing your device as described in y ourI Section 5 10(k) premnarket
noti ficatiorn. Thie FDA fircim gOf sUrbstantial equi valence Of y'our dCicic to a legally marketed
predicate device results in a classification for your device and thus, permits yotrr device to
proceed to the market.
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If you desire specific advice for your device on our labeling regulation (21 CFR Part 80! ), please contact tile
Office of/]t Vitro Diagnostic Device Evaluation and Safety at (301) 796-5450. Also, please note the
regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 807.97). For
questions regarding posimarket surveillance, please contact CDRH-'s Office of Surveillance and Biometric's
(OSB's) Division of Postrnarket Surveillance at (301) 796-5760. For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go to
http://www.fda.povfMedicalDevices/Safetv/ReportaProblen/defaut.htin for the CDRH's Office of
Surveillance and Biometrics/Division of Posiniarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or ( 301 ) 796-
5680 or at its Internet address htp/wwfagvMdcleie/eou~efro[nutydfuthii

Sincerely yours,

Courtney H-. Lias, Ph.D.
Director
Division of Chemistry and Toxicology
Office of In Vitro Diagnostic Device

Evaluation and Safety
Center for Devices and Radiological Health

Enclosure



Indications for Use

51 0(k) Number (if known): K1 10846

Device Name: Randox Urinalysis Control
(URNAL Control I and URNAL Control 2)

Indication For Use:
The Randox Urinalysis Controls (URNAL Control 1 and URNAL Control 2 ) are
urine controls containing Bilirubin, Blood, Creatinine, Crystals, Galactose,
Glucose, hCG, Ketones, Leukocytes, Microalbumin, Nitrite, pH, Protein, Red
Blood Cells, Specific Gravity, Urobilinogen and White Blood Cells. The Randox
Urinalysis controls (URNAL Control 1 and URNAL Control 2 ) are intended for in
vitro diagnostic use in the quality control of urine test strips for the analytes;
Bilirubin, Blood, Creatinine, Glucose, Ketones, Leukocytes, Microalbumin, Nitrite,
pH, Protein, Specific Gravity and Urobilinogen. This control is also intended for
the evaluation of microscopic test procedures for Crystals, Red Blood Cells and
White Blood Cells and also for the confirmatory tests hCG and Galactose.

This in vitro diagnostic device is intended for prescription use only

Prescription Use V And/Or Over the Counter Use

(21 CFR Part 501 Subpart D) (21 CFR Part 801
Subpart C)
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Concurrence of CDRH, Office of In Vitro Diagnostic Devices (OIVD)

Division Sign-Off
Office of In Vitro Diagnostic Device Evaluation and Safety
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